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340B CONTRACT PHARMACY  

CLAIMS IDENTIFICATION AND SUBMISSION REQUIREMENTS 
 
Major PBM Updates Network Provider Manual  
For 2021, a major PBM updated their provider manual regarding their position on the 340B drug 
discount program. Previously stating the PBM encourages Network Providers to identify 340B claims, 
in 2021 that language was updated to state Providers must identify the claims. This update included a 
March 1, 2021 effective date for processing what is called N1 (information reporting) transactions.  
 
NCPDP 340B Information Exchange 
In July 2011, NCPDP put out the first 340B Information Exchange Reference guide, which was update 
to Version 2.0 June 2019. This document answers many questions related to 340B claims’ interaction 
with existing NCPDP standards. It is important to understand the following abbreviations and NCPDP 
field names/numbers from Version 2.0: 
 

NCPDP Abbreviation NCPDP Transaction 
B1 Claim Billing  
B2 Claim Reversal  
B3 Claim Rebill  
N1 Information Reporting  
340B-N1 N1 designed to convey 340B identification 

 
NCPDP Field 
Name 

NCPDP 
Field 
Number 

Value Description 

Submission 
Clarification Code 

420-DK 20 Indicates that, prior to providing service, the 
pharmacy has determined the product being billed is 
purchased under the 340B program 

Basis of Cost 
Determination 

423-DN 08 Indicates that the Ingredient Cost submitted in 409-
D9 is the 340B acquisition price (applicable to 
Medicaid, and other state/federal programs) 

 
The Submission Clarification Code field (420-DK) with a value of 20 was only intended for use with B1, 
when the pharmacy has made a determination, prior to adjudication, that the claim is 340B eligible 
(typically for pharmacies with a 340B physical inventory). Reversing (B2) and rebilling (B3) the 
transaction to add a Submission Clarification Code field (420-DK) value of 20, when the determination 
is made retrospectively, is not compliant. However, Medicaid claims that need to update the Basis of 
Cost Determination (423-DN) and/or Ingredient Cost Submitted (409-D9) are eligible for this rebilling 
under B3.  

https://www.ncpdp.org/NCPDP/media/pdf/340B_Information_Exchange_Reference_Guide.pdf
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When pharmacies make a 340B determination post-service there are two methods for conveying the 
information between trading partners: 340B-N1 or a 340B Batch File (no standard file layout).  
 
340B-N1 Transaction 
If the determination for 340B drug utilization is made post-service (typically for pharmacies with a 340B 
virtual inventory), the N1 can be used to append the 340B value of 20 to the 420-DK field (referred to 
as 340B-N1). In this situation, the pharmacy will submit two transactions to the PBM at different times. 
At the Point of Service, a B1 transaction is submitted as normal (with no 340B designation). Once the 
transaction is determined to be 340B, a 340B-N1 transaction is subsequently submitted with a 
Submission Clarification Code field (420-DK) value of 20. 
 
As NCPDP indicates, the time between a B1 transaction and a corresponding 340B-N1 transaction is 
predicated on replenishment timing and could be infinity, but typically within 90 days of the original 
claim. The 340B-N1 transaction should be submitted to a payer within 30 days after replenishment 
occurs.  
 
Questions about how to submit an N1 transaction should be directed to your pharmacy’s software 
vendor.  
 
Two-Tier (i.e., Discriminatory) Pricing 
Covered entities and Contract Pharmacies have a right to be concerned, as some PBMs have 
implemented lower reimbursement rates for 340B acquired drug claims. With 340B-N1 transactions, 
PBMs will have an easy time identifying 340B transactions and applying different reimbursement 
methodologies for Contract Pharmacies.  
 
Cares Community Health v. U.S. Dept of Health and Human Services 
Cares Community Health (Cares), a Covered Entity and Federally Qualified Health Center, brought a 
case to the U.S. Court of Appeals (D.C. Circuit) December 2019. Cares filed suit against the U.S. Dept 
of Health and Human Services (HHS), claiming they allowed Humana to reimburse 340B acquired 
drugs at two-thirds the rate of other retail pharmacy providers. Ultimately, the D.C. Circuit sided with 
Humana, but noted Congress may have intended differently.   
 
CMS and HRSA abstain 
Under HHS, both CMS and HRSA have indicated they do not have the regulatory authority to 
intervene. In a 2016 Medicaid Managed Care Organization proposed regulation response to comments, 
CMS stated reimbursement is negotiated between Covered Entities and Managed Care Plans. The 
HRSA Office of Pharmacy Affairs responded to a concern from Safety Net Hospitals for 
Pharmaceutical Access regarding Argus requiring a contract addendum to limit reimbursement to actual 
acquisition cost plus $2 dispensing fee. In response, Krista Pedley, then Director, stated: “there is no 
statutory provision in section 340B of the Public Health Services Act prohibiting Argus from utilizing 
this approach”, suggesting they “craft an alternative business solution that permits each of the parties to 
fulfill their goals”.  

https://www.cadc.uscourts.gov/internet/opinions.nsf/3F2B5FF8A3DFF75C852584D600578946/$file/18-5319-1821038.pdf
https://www.govinfo.gov/content/pkg/FR-2016-05-06/html/2016-09581.htm
https://www.340bhealth.org/images/uploads/OPA_Response_to_Argus_Letter_113011.pdf
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Rutledge v. PCMA 
Rutledge was a great win for community pharmacies and patients. A benefit that may be overlooked is 
action against two-tier pricing within the 340B program. The Rutledge opinion supports the validity of 
state laws prohibiting PBMs and Insurers from reimbursing 340B acquired drugs at different rates. 
There are at least eight states that have enacted 340B legislation prohibiting PBMs from varying 
reimbursement rates for drugs provided by 340B covered entities and contract pharmacies, including:  

• Minnesota 
• Montana 
• Oregon  
• South Dakota 
• Utah 
• West Virginia 
• Rhode Island 
• Massachusetts 

 
While ERISA preemption was disqualified in the Rutledge opinion, Medicare Part D preemption was 
not challenged, and thus, may still be a subject of litigation if legislation is not crafted with care.  
 
At this time, there has been no indication that this PBM is looking to implement two-tier pricing, but 
pharmacies are wise to proceed with caution and watch for pricing addendums that could impact 
reimbursement.  
 
What if I refuse to submit 340B-N1 transactions? 
Pharmacies that do not adhere to the Provider Agreement could face punitive measures, including audit 
recoupments and potential contract termination. While a PBM may not know what claims are 340B 
eligible, there are several resources PBMs can use: NCPDP profiles, credentialing documentation, and 
the HRSA-OPAIS website has a public listing of participating pharmacies and Covered Entities. There 
are often catchall requirements in Provider Manuals for audit documentation, and some PBM 
agreements specify 340B participating pharmacies must provide the reconciliation information sent to 
hospitals, upon request.  
 
What options do I have? 
State advocacy becomes critical for pharmacies that do not have any legislation prohibiting 340B two-
tier discriminatory pricing. Work with any affiliated 340B Covered Entities, State Pharmacy Association, 
and NCPA to garner support for Federally Qualified Health Centers and Safety-Net Providers. We must 
carry the Rutledge momentum forward and bring the fight to the states.  
 
Terminate the Agreement 
Pharmacies wishing to terminate an agreement should contact their PSAO or review their independent 
agreement, although this may be jumping the gun as discriminatory pricing with this particular PBM has 
not yet been established.  

https://www.revisor.mn.gov/laws/2019/0/Session+Law/Chapter/39/
https://leg.mt.gov/bills/mca/title_0330/chapter_0220/part_0010/section_0800/0330-0220-0010-0800.html
https://olis.leg.state.or.us/liz/2019R1/Downloads/MeasureDocument/HB2185/Enrolled
https://sdlegislature.gov/Statutes/Codified_Laws/2076346
https://le.utah.gov/%7E2020/bills/sbillint/SB0138.htm
http://www.wvlegislature.gov/wvcode/code.cfm?chap=33&art=51#01
https://340bopais.hrsa.gov/
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PAAS members, ICYMI, consider reading additional 340B Newsline Articles 
on the PAAS Portal:  

1. Where is the 340B Program Headed (October 2020) 
2. HHS Advisory Opinion on Contact Pharmacies Under the 340B Program (February 2021) 

 

Join our Webinar March 3, 2021 from 2-2:45p CST where we will present 
on:  

1. 340B Audit Risk 
2. Medicaid Considerations with 340B 
3. 340B Claim Identification and Submission Requirements 
4. Discuss the two-tier (i.e., discriminatory) pricing model 
5. Explore the recent PBM communication 

Open Registration here. 
 

 

 

 

Not a member?  

Consider joining at PAASNational.com or give us a call at 608-873-1342. We’ve been helping community 
pharmacies stay at the forefront of PBM audit tactics since 1993. We offer proactive guidance with urgent email 
alerts and our monthly Third-Party Newsline. Our dedicated audit analysts guide our members through audits 
from start to finish. Having analyzed over 80,000 audits, we have saved members over $835 million in audit 
recoupments.  

 

https://portal.paasnational.com/Authentication/SignIn?ReturnUrl=http%3a%2f%2fportal.paasnational.com%2f
https://portal.paasnational.com/Paas/Newsletter/Go/767
https://portal.paasnational.com/Paas/Newsletter/Go/818
https://mailchi.mp/paasnational/e5nkpbsy99
http://www.paasnational.com/
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